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DETAILED ACTION 

Examiner acknowledges receipt of IDS, amendment and remarks filed 08/09/04. Claims 
1, 11, 15-18, 21-23, 27, 29-32, 34-38, 46 and 47 are pending. 

1 . The indicated allowability of claims 1 0 and 1 1 is withdrawn in view of improper 
language in the claims and in view of the rejections that follow. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

3. Claims 10, 11, 15-18, 21-23, 27, 29-32, 34-38, 46 and 47 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 10, 1 1, 15, 16, 29 and 35 are of improper Markush under 35 USC 112. 

Claims 10, 1 1, 15, 16, 29 and 35 are indefinite because the claims are vague and 
ambiguous. The claims require at least three components but the claims further require the 
selection of the three components from the group consisting of . . . according to Markush 
language claims. However, the Markush language requires that one component be selected from 
the listing; and thus it is ambiguous if the vehicle contains three components or the vehicle 
contains one of the elements in the Markush group. 

Therefore, in light of the Markush group, the generic claims are interpreted as comprising 
polyvinylpyrroUdone, glycerol monolaurate or lauryl lactate. The viscosity of the vehicle is not 
accorded patentable weight to the vehicle because the generic claims are broad vehicle claims 



Application/Control Number: 09/497,422 
Art Unit: 1615 



Page 3 



that contain polyvinylpyrrolidone, polysorbate or glycerol monolaurate, or lauryl lactate and a 
vehicle that comprises the recited component would inherently possess that viscosity. Absent a 
shovv^ing, the recited viscosity has no critical significance to a vehicle that comprises 
polyvinylpyrrolidone, polysorbate or glycerol monolaurate, or lauryl lactate. 

Claim 15 is unclear because line 3 recites "tv^o components" and line 7 recites "three 
components." 

Claim 16 is unclear because line 6 recites "two components" and line 9 recites "three 
components." 

Claim 34 depends of claim 35. A dependent claim depends on previous claim and not on 
a succeeding claim. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

5. Claims 10, 11, 15-17, 21-23, 27, 46 and 47 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Daher et al. (US 4,376,1 18). 

Daher discloses a non-aqueous solution that comprises a mixture of tetracycline antibiotic 
salt, non-aqueous diluent, non-aqueous solvent, non-aqueous non-ionic solubilizer, antioxidant 
and non-aqueous anionic solubilizer (abstract). Lauryl lactate is a diluent (column 1, line 58), 
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polysorbates, ethylene oxide propylene oxide block copolymers are non-aqueous solubilizers 
(column 2, lines 6-12), and ethanol or methanol or N-methyl-pyrrolidone are solvents (column 1, 
lines 51-53). The tetracycline beneficial agent is present in amounts of 0.25 to 2% (column 2, 
lines 26-52). The method claims administer the generic composition as recited in generic claims 
and antibiotics are expected to be administered to a subject in need thereof The viscosity of a 
composition is necessarily a function of the composition and the viscosity is not accorded any 
patentable weight. In the absence of a showing, the recited viscosity is not critical to a 
vehicle/product/composition that comprises either polyvinylpyrrolidone, polysorbate or glycerol 
monolaurate , or lauryl lactate. There is no demonstration in applicants' disclosure that a 
composition prepared with a beneficial agent having been dried to a low moisture content coveys 
special properties to one that is formed with a beneficial agent that has not gone through drying 
or desiccation process. The Markush claim language requires that the composition contain a 
component that is selected from solvent, polymer and surfactant; and by the Markush, polymer 
or surfactant or solvent containing vehicle of the prior art meets the limitation. The "comprises" 
allows for the presence of components other than the recited components. Thus Daher 
anticipates the claims. 

6. Claims 10, 11,15, 16, 46 and 47 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lyle (US 5,814,323). 

Lyle discloses cosmetic composition that comprises glycerol monolaurate amphiphilic 
material (column 2, line 28), lauryl lactate or glycerol monoether non-ionic surfactant (column 5, 
lines 19 and 29) and a polyvinylpyrrolidone thickener (column 6, line 48). Regarding the 
recited viscosity, there is no demonstration that the recited viscosity affords unusual properties to 
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the instant vehicle; and in the absence of a showing the viscosity is not critical to a composition 
that comprises lauryl lactate or glycerol monolaurate. The viscosity of a composition is 
necessarily a function of the composition and the viscosity is not accorded any patentable 
weight. In the absence of a showing, the recited viscosity is not critical to a 
vehicle/product/composition that comprises either polyvinylpyrrolidone, polysorbate or glycerol 
monolaurate , or lauryl lactate. There is no demonstration in applicants' disclosure that a 
composition prepared with a beneficial agent having been dried to a low moisture content coveys 
special properties to one that is formed with a beneficial agent that has not gone through drying 
or desiccation process. The Markush claim language requires that the composition contain a 
component that is selected from solvent, polymer and surfactant; and by the Markush, polymer 
or surfactant or solvent containing vehicle of the prior art meets the limitation. The "comprises" 
allows for the presence of components other than the recited components. Lyle anticipates the 
claims. 

7. Claims 10, 11, 15-18, 21-23, 27, 34, 35, 46 and 47 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Farinas et al. (US 5,928,666). 

Farinas discloses a composition that comprises polyvinylpyrrolidone (column 6, line 50), 
glycerol monolaurate or lauryl lactate (column 7, lines 18 and 19). Estradiol beneficial agent is 
present in amount of 20 weight% in Example 3 . The viscosity of a composition is necessarily a 
function of the composition and the viscosity is not accorded any patentable weight. In the 
absence of a showing, the recited viscosity is not critical to a vehicle/product/composition that 
comprises either polyvinylpyrrolidone, polysorbate or glycerol monolaurate , or lauryl lactate. 
There is no demonstration in applicants' disclosure that a composition prepared with a beneficial 
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agent having been dried to a low moisture content coveys special properties to one that is formed 
with a beneficial agent that has not gone through drying or desiccation process. The Markush 
claim language requires that the composition contain a component that is selected from solvent, 
polymer and surfactant; and by the Markush, polymer or surfactant or solvent containing vehicle 
of the prior art meets the limitation. The "comprises" allows for the presence of components 
other than the recited components. Farinas meets the limitations of the claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this apphcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Blessing Fubara^ 
Patent Examiner 
Tech. Center 1600 




